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earned patent temn adjustment. See 37 CFR 1.704(b). 

Status 

1 )I3 Responsive to communication(s) filed on 22 July 2005 , 
2a)n This action is FINAL. 2b)^ This action is non-final. 

3) D Since this application is in condition for allowance except for fonmat matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 
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Application/Control Number: 10/800,740 
Art Unit: 1625 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign 
country or in public use or on sale in this country, more than one year prior to the date of 
application for patent in the United States. 

Claims 13-14 are rejected under 35 U.S.C. 102(b) as being anticipated by Delarge et al 
US RE 30,633. 

Delarge et al '633 teach that torsemide is known notwithstanding any desired form in 

which it might occur. See, for example, column 6 lines 30-42 example 1 section A. 

Claim Rejections - 35 USQ 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all obviousness 
rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or 
described as set forth in section 102 of this title, if the differences between the subject 
matter sought to be patented and the prior art are such that the subject matter as a whole 
would have been obvious at the time the invention was made to a person having ordinary 
skill in the art to which said subject matter pertains. Patentability shall not be negatived 
by the manner in which the invention was made. 

Claims land 3 are rejected imder 35 U.S.C. 103 as being obvious over Delarge et al US 
RE 30,633. 

Determination of the scope and content of the prior art (MPEP 2 141. OH 
Delarge et al '633 teach that torsemide is known notwithstanding any desired form in which it 
might occur. See, for example, column 6 lines 30-42 example 1 section A. 

Ascertainment of the difference between the prior art and the claims (MPEP 2141.02) 
Patentees differ in the isocyanate employed in the process. Isopropyl vs n-propyl. 
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Finding of prima facie obviousness-rational and motivation (MPEP 2142-2413) 
However, in light of the close structure relationship between the isocyanates it would 
have been obvious to one of ordinary skill in the art to employ other propyls. The use of 
somewhat different but otherwise analogous starting materials in an otherwise known process 
would have been obvious, as the results would not have been unexpected and therefore 
unpatentable. 

It is noted claims 1 and 3 are not limited to triethyl amine. 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the maimer 

and process of making and using it, in such fiiU, clear, concise, and exact terms as to 
enable any person skilled in the art to which it pertains, or with which it is most nearly 
connected, to make and use the same and shall set forth the best mode contemplated by 
the inventor of carrying out his invention. 

Claims 14-15 are rejected under 35 U.S.C. 1 12, first paragraph, as based on a disclosure 
which is not enabling. How the claimed polymorphic fonris are prepared is critical or essential to 
the practice of the invention, but not included in the claim(s) is not enabled by the disclosure. 
See In re Mayhew, 527 F.2d 1229, 188 USPQ 356 (CCPA 1976), Torsemide per se is known in 
the art and as such is not patentable over its known racemic mixture unless it possesses 
unexpected properties not possessed by the racemic mixture. In re Anthonv . 162 USPQ 594, 596 
(1969) and InreAdamson 125 USPQ 233, 234 (1960). 

It has long been the practice in the chemical and pharmaceutical arts to produce 
compounds in the form of crystals to secure a pure product. There is no patentable distinction in 
the concept of a chemical compound in crystaUine form over the same compound in its 
amorphous form. In re Weiilard. 69 U.S.P.Q. 86, 87 (C.C.P.A. 1946). Further, changing the 
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fomi, purity or other characteristic of an old product does not render the novel form patentable 
where the difference in form, purity or characteristic was inherent in or rendered obvious by the 
prior art. In re Cofer. 148 U.S.P.Q. 268 (CCPA 1966). Therefore, absent a showing of 
unobvious and superior properties, the instant claimed crystalline forms of known compoimds 
would have been suggested to one skilled in the art. Additionally, since AppUcant(s) are 
claiming a similar method of using the crystalline forms to that of the amorphous form, a 
showing of unobvious and superior properties in using the crystalline form for this similar 
method of use would also have to shown. 

One skilled in the art would have been motivated to prepare different crystalline forms of 
known pharmaceutically useful compounds with the expectation of obtaining a pharmaceutically 
useful benefit, such as longer shelf life, stability, enhanced deliverability, etc. Therefore, absent 
a showing of unobvious and superior properties, the instant claimed crystalline forms of known 
compounds would have been suggested to one skilled in the art. 

The compoimds are of the same identical formula and as such would be expected to have 
the same utility. The difference, if any, may reside in there being different crystalline forms. 
One of ordinary skill in the art would be motivated to prepare a different crystalline form of a 
known organic pharmaceutically active compound in the expectation of obtaining that very 
compound but with enhanced properties, e.g. improved solubility, shelf-life, improved mode of 
administering properties, etc. Li the absence of a showing of a viable unexpected property (not 
just a difference in X-ray crystallography), the instant claimed invention is found obvious. 
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Claims 14-15 are rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards as 
the invention. 

Specifically, there is no designation as to what polymorph is prepared. It is not clear 
whether, for example, "polymorph HI" is the intended to be recited, wherein the claims would be 
duplicates, or whether it is another polymorph such as form number IV etc. Clarification is 
required. 

Claims 14-15 are rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards as 
the invention. 

Specifically, there is no indication, for example, that polymorphs in, IV and V can be prepared 
simultaneously. The claims should be amended to indicate one poly morph according to 
supporting X-ray diffraction data. 

Claims 14-15 is rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards as 
the invention. 

Specifically, claim 14 encompasses 3 polymorphs, namely II, IV and V. yet, the instant claims 
fail to indicate which polymorph is represented or which they are involved with. 

Claims 2 and 4 and 6-13 are objected to, but would be allowable if dependent on an 
allowed claim or made independent. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Raymond Covington whose telephone number is (571) 272-0681. 
The examiner can normally be reached on M-F. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, C. Tsang can be reached on (571) 272-0562. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300, 

Information regarding the status of an application may be obtained from the Patent 
Apphcation Information Retrieval (PAIR) system. Status information for pubUshed appUcations 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct,uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 
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